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w fferr Tcs rfwt ^ cntrl f fe siufe nrmiwy 

nrt «n 1 

Separate Paging is given to this Part in order that ft may be filed as 
a separate compilation 


cttw artr qfytrrr w^rmxr 

srftr^w 

«rf fofet, 1 2 r«K', 10 8 6 

ht.tt.Pt. 10 77(sr) ■—wVtRt «fksprm rrfet fenr, 1945 

«pt tfru ferrm fet % ffe ferm fafer nr fferfafer sttr, 
ntfer Vhc wm to arfaffer. 10 40 

(1940 TT 23 ) iffy UPT 12 fel 3 3 fTPT 5T?n VTfafef <FT 

fem nfet ^ ferfa nfefer fer^nm; ufe >; imfe urfe ^ 
qsf'rtr,; ^tftt mfeT $, tw smfef <r fenrifnn fe fef 
feferf fe Tmrfe £ fair smfopr fen yrrr % fefe fen 
svrrfvr ffe «fu ifeiw % sfe fep arnr nij ij-5Rr arid. & 
far 7 ft m^r fern <rr, 3 r few it n«r mm iff rrfw 
f ’.3 arfejyviT srprfer fe tS S oprirr n.r rur vn <tr 
W 1 <'■ -rr-fpi fet fe if'Tf'J fe rurrfe % omm ffen- ffe 

f r-?t fe sfritoi nr fefer fe ufr -jTqfe ftp-rfer arrfsr 
fr " rife r (T ht fet nfe nrur sthf* Prfer fe utpri Tfe 
^■'ir-.-r i‘i aiR fer, fefe *rwrr fnarr fen i 


rrm ffer 

1 . rr fnfef wrr Tffsnr nPT wfeftt nrt anran nrfet 
(fem) ffer, it so 1 1 

2 . ntafa nVr jptm nrfet ffen, 1945 Jr,— 

(c) urnr 5 ? .t tfrfe ktr tt, ffefaifer uftfe nun 

nrfer, »rfe ■— 

'fenrfe ffeferr, ffetsnr, urjittt snfsnfet nfe 

fnfeo: iTTraTfer "; 

(y) fnnn 40 ^r 'r^rrf rTmfTrfeT fern ?w.FTTffe fen 

inrrr-iT, :— 

" 49-T wprrin mfirnrr^t u?r urffe : 
srfjfenr 0 ; fem ffer um^rr urnr fn'jm spjmn 
fefefer mn fer infer ifniT oft fnfn arnr nT-n if FTifan fiptff 
fnunFnarT'TT % anqrairrn nr Ifesrry (ferifnnrTn umy ^ ^wr 
fem % mr if n>) m wjt ffern nr ifinfir f wf®r mrm umy 
it min'F t sfe fife <tr fetTfe ^ fePnrk nr nry nrfenrr 
nr ferffer % war fe srin nfe w it W Tin fe 
urr sr-T'-m 5"; _ 
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( ! T) bUPT 5 <> % TV’A’TT 3 V f-[H-rf-pirn m-f 

pirh^rferr vpynr. snip • •-• 

“(4) ip5]Tr n\ 7 T 3 1 ! TPT fwff fTT^T V suhrarif 

n/c ttjtt ojtPft fnrr Tr brf-r jft stp't it fwr fw- 
bnsrRr % sTrafroFr it bratT < firmi -■rj TT!T ; T prr 
fa«W % Tn* t SI) TJT rTTTT tVsTT^T TT ?fbrtf fmm, WT^T 

4 *TT?r?r p rfir Ept% tut srfafsr THbrnTT jtt ttt? -ttG 
it srfafinrrT % 77^30 tt snrw mb sr tot k -r>r tif 77 
47 3 T 7 fsm jfr f 

[X. 1 I 1)1 li’T.s.-i-fl rr-Tf H7T rr>r? iff mf; rr] 

ojt 4r JT?rirf^r'T?r, mm tEt? 

izr^n : —rffirfy TiV’^rsH rrrwt brmr 1945, irons' 1-5-79 
TmrmTfsrr, **r**x( rrh tOff iraTspr 

CjsrTnar fipmr) % sftsh k t fsnm xfbrbr sfk 

^mr rnwr srfsrbrmr ttf bm 4 t t pfrfr rfr mr mr-«i) 1 

TrTFrTTT VTT^ % ^FirTIT STPT •>, W? ;( (i) ^ nvTfarf 

fTFrbrfer srftr^HT^'f 3 ft fisfm ferj tt^t, 3r«rfcr :-- 


required by the said sections for the information of 
all persons likely to be affected thereby and notice 
v.j hereby given that the said draft rules will be tafc&n 
into coiisidcratum after the expiry of a period of 
forty live days from the date on which the copies of 
the Official * Gazette in. which this notification is 
published are made available to the public. 

Any objections or suggestions which may be receiv¬ 
ed from any person with respect to the said draft 
rules before the expiry of the aforesaid period will 
be taken into consideration by the Central Govern¬ 
ment. 

DRAFT RULES 

1. These rules may be called the Drugs and 
Cosmetics (Amendment) Rules, 1986. 

2. In the Drugs and Cosmetics Rules, 1945,— 

(a.) in part V, for the heading, the following 
heading shall be substituted, namely :— 


1. m.arT.br. 

2 . m.^.fP. 
2 . nr.5fiT.br. 
4 . nr.fT.br, 
s. nr.TT.br. 
a. nr.5pT.br. 
7. nr.TT.br. 
s. nr.TT.br. 
9 - nr. 3 pT.br. 

10 . nT.3PT.hT, 

11 . nr.3PT.br, 

12. nr.w.br. 

13. nr. 3 PT.fn. 

u. nr.nrr.br. 
is nr.3pr.br. 
ip. nr.m.fn. 
17. nr. 3 pr.fn, 
is. nT.3pr.fn, 

19 nT. 3 FT.fn, 

20 nT.nr fn, 
21. nr.nr.br. 


124 ! n*wr k-10-79 
12 42 nrffsr 0-10-74 
1 2 4 s nrAsr p-i0-79 
1 2 S 1 npfw 12-10-79 
4.10 nrAnr 10-4-so 
779 nprnr 20-7-so 
540 (*r) nRfnr 22-9-.su 
ssoin) tfpj 5-12-80 
fisi (n) nfffiT .5-12-80 
MS21n) nnrrnr 5-12-80 
27 (n) nrern 17-1-si 
47 s(3 t j tfut <>-*-si 
02 (;<r) nTtbf 15-2-82 
4«2(3r) nr^mr - 22 - 6-82 
5 loin) nffm 20 - 7-92 
13m) tffj 7 - 1-83 
3 ism nffrnt 1-.4-.s4 
.mini >im x-s-s-r 
4 Mi(n) m'rn 20-0-84 
487)41 nffiJir 2 - 7-84 
so bn 1 npr*r- 10-2-8.5 


“Government Analysts. Inspectors. Licensing Autho¬ 
rities and Controlling Authorities ’: 

(b) after rule 49. the following rule shall be 
inserted, namely 

“49-a Oualifications of a licensing authority :— 

A licensing authority appointed by a State Govern¬ 
ment under the Act shall be a person, who is a 
graduate in medicine or science (with Chemistry, as 
a principal subject) or Pharmacy or Pharmaceutical 
Chemistry, from an Univeivily established in India 
by lay and has at least five year’s experience in the 
manufacture or testing of drugs or enforcement of 
ihe provisions of the Act"; and 

(c* In rule 50. after sub-rule 3, the following 
sub-rule shall be inserted namely :— 

"(4) The controlling authority appointed by the 
Central or Stale Government shall be a person who 
is a graduate in medicine or science (with Chemistry 
as a principal subject) 01 Pharmacy 01 Phatmaceutical 
Chemistry from an Universm established in India 
by law and has at least live years experience in the 
manufacture or testing of drugs 01 enforcement of 
the nrovisions of the .Act"'. 


22, 3Tr.5fT.br. 7 8 8 < ST J cTFpy 10-10-X5 

23. 3 TT; 5 pr.br. i 7 (m 7-1-86 


[No. X. ! !01dj3j83-DMS & PFA) 
XV. SUBRAMAN1YAN, Jt. Secy. 


MINISTRY OF HFAL1FI <\ FAMILY WELFARE 
NOTJFK VriON 

New Delhi the I2ib September, 1986 

G.S.R. 1077(E)—-Ihe following draft of certain 
rules further To amend the Drug- and Cosmetics 
Rules, 1945. which the Central Government propose 
to make, after consultation with the Drugs Techni¬ 
cal Advisory Board, in exercise of the power, confer¬ 
red by sections 12 and 33 of the Drugs and Cosme¬ 
tics Act, 1940 (23 of 1940), is hereby published as 


Note :- -The Drugs and Cosmetics Rules, 1945, 
ns amended up to 1-5-1079, is contained in the pub¬ 
lication of the Ministry ol Health and Family Welfare 
(Department of Health) containing the Drugs and 
Cosmetics Act and the Rules (PDGHS-61). Subse¬ 
quently the said rales have beet) amended by the 
following notifications published in Part II, Section 
3(i) of the Gazette of India, namely :— 

1. GSR 1241 dated 6-10-79. 

2. GSR 1242 dated 6-10-79. 

3. GSR 1243 dated 6-10-79. 
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4. GSR 1281 dated 12-10-79. 

5. GSR 430 dated 19-4-80 

6. GSR 779 dated 26-7-80. 

7. GSR 540(E) dated 22-9-80 

8. GSR 680(E) dated 5-12-80 

9. GSR 681(E) dated 5-12-80 

10. GSR 682 (E) dated 5-12-80 

11. GSR 27(E) dated 17-1-81. 

12. GSR 478(E) dated 6-8-81. 

13. GSR 62(E) dated 15-2-82. 


14. GSR 462(E) dated 22-6-82. 

15. GSR 510(E) datod 26-7-82. 

16. GSR 13(E) dated 7-1-83. 

17. GSR 318(E) dated 1-5-74. 

18. GSR 331(E) dated 8-5-84 

19. GSR 460(E) dated 20-6-84. 

20. GSR 487(E) dated 2-7-84. 

21. GSR 89(E) dated 16-2-85. 

22. GSR 788(E) dated 10-10-85 

23. GSR 17(E) dated 7-1-86. 
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